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L This iptAmaHnnal prelimmaiy g yaminati nn report has bem prepared by tins I nte m at lon al Breliniinaiy 
Examining Antborily and is transmittBd to the i^ticaDt aoooiding to Article 36. 

2. TUs REPORT consists of a total sheets, Hi^J^iriing this cover sheet. 

i~| This report is also accon^»nied 1^ ANNEXES, i.e., sheets of tfie description, claims and/or drawh^ 
which have been amended and are the basis for diis rq»rt and/or sheets containmg rectifications made 
before diis Authority (see Rule 70.16 and Section 607 of the Administrative histructions under the PCTT). 
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Reasoned statp^"» uoder Article 35(2) with regard to novelty, inventive step or industrial 
aj^licabiliiy; citations and e^qplanations supporting such statement 
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L Basis of the report 



^Vitfi regard to die pipmy n fip of inteioadonal qiplicadQii:* 
die interaatioiial application as oiigmally filed, 
die description: 

pages 1-14 as oiiginalfy filed 

pages NONE , filed widi die deooand 

pages NONE . filed wifli die letter of . 

} 



the daims: 
pages 15-19 ^ as oiigiiially filed 

pages NONE , as amended (togedier widi any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed widi die letter of .J 



the drawings: 

pages NONE J as originally filed 

pages NONE , filed with die demand 

pages NONE , filed widi die letter of . 

I I die sequence listing part of die description: 

pages NONE ^ as original^ filed 

pages NONE , filed with die demand 

pages NONE , filed widi the letter of . 

Widi regard to die langnage, all the elements maiiced above were availaUe or fiiniished to diis Aufliori^ ia die 
language in vMch. the international applxcation was filed, unless odiowise inrftf^^tffd under dus i fpm . 
These elements were availahle or fiunisihed to dus Auduni^ in die followiiig iflf ^«^£ft v^^iich is' 

die language of a transiatioa fiunished for the poiposes of international seaich (inder Ri]le23.1(b)). 

□ 

the laiigmgB of publication of die international application (und^ Rule 48.3(b)). 

die language of the translation fiimishBd for the puposes of international iirdiniinaxy Pi ^[smnt%^iim( 1(m^^f Rules 
55.2 and/or 55.3). 

Widi regard to any nudeofide and/or amino add sequence disdosed in die international application, the 
international preliminaiy examination was carried out on the basis of the sequence listing: 

contained in the infEmari nryil application in printed fonn. 

filed together with die international ^iplication in computer readable form. 

fiiniished subsequentiy to diis Auttiority in writtm fonn. 

fiunished subsequendy to this Audiority uiconqHiter readable foroL 

The statement that die subsequently furnished written sequence listiAg does not go beyond the disdosute in the 
international application as filed has been furnished. 

The s t a t em en t that the information recorded in computer readable fonn is iHftnfi^ ^i to the written sequence listing 
has been furnished. 



^- 12^ The amendments have resulted in the cancellation o£ 



the description, pages none 

the daims, Nos. none 

the dra>^dngs, sheets/fig none 

Thisr^onhasbeenestablishedasif (some of) the amendments had not been made^ since they have been considered to go 
beyond the disdosure as filed, as indicated in the Siq)plemental Bex (Rde 70.2(c)).** 

* Replacement sheets which have beenjurmshed to the recdving Office in response to an im^adon under Artitde 14 are r^erred to in 
this report as "originally filed" and are not annexed to this report since they do not contain amendments (fttdes 70.16 and 70 J 7). 

* * Ar^ replacement sheet containing such amendmenis must be r^erred to under item 1 and annexed to this report. 
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V. Reasoned statem^ under Role 66.2(a)(i0 with r^ard to novelly, inventive step or industrial ^i^cabifit^ 
tftfttfon s and explanations supporting sndi 5fa»tf mfnt 



1. STATEMENT 



Novelty 90 


Claims 


NONE 


YES 


Claims 


1-^ 


NO 


Lxveotive Step (19 


Claims 


NONE 


YES 


Claims 


1-48 


NO 



Industrial Applicability (lA) Claims 1:48 ; ^YES 

Claims NONE ^NO 



2. CITATIONS AND EXPLANATIONS 

Qaims 1-48 fflol to meet criteria of PCTAitides 33^) and 33(3) because die ref^ 

subject matter. Qainis i-48 lack an inveniivesti^ over prior art. Tlie open language of the present daims does not predude the 
adfidoiiof any number of addidonal active agents. The prior art teaches methods of treating various coiKfiticins characterized by 
syn^toms that can be alleviated by interfering wldi die activity of endogenous ligands on the a^ha2delta subonit of a voltage-gutted 
calcium channd. Hageman et al. , WO 01/85178, and Richardson, WO 96/21437, teadi methods for treatiqg such conditions as 
fatigue, neurodegenerative diseases, tremor disorders, pain or gut disorders comprisii^g administering a CQnq)osition CQaq)rising 
isdeudne. Gollobin, U.S. Patent 5,789,443, teaches methods for treatipg hot flashes or symptoms of hormonal variation conQ>riang 
administering isoleudne. Henry et al. , WO 01/68069, teaches mediods for treating ccugh or asthma comprismg administeriQg 
mednonine. Bartus et al. , US 2002/0058009, teaches the admimstration of isoleudne to treat migraine, anxiety, psychosis, seizures, 
attention deficit l^perat^vity disorder and a neurodegenerative disorder. Mamer et al., Fharmacology, Biodiemistry and Behavior 
(abstract), teaches the administration of isoleudne to treat dironic pain. Iwato, JP 07025838 (abstract), teaches die administration of 
isdeudne to treat fetigue. Sonaka et al. , EP 689835 (abstract), teaches the admimstration of isdeudne or methionine to treat 
inflammatory bowel disease. 

Qaims 1-48 meet die criteria of PCX Artide 33(4) as they are directed to mediods of treating a patient for a condition dnracterized 

syn^^toms that can be alleviated by interfering widi the activity of endogOKnis ligands on die a]^ha2ddta subumt of a vdtage- 
gated calcium gha«nel «nrf Gomporitions therefor. 
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